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FREEDOM OF INFORMATION‘ SUMMARY 

ORIGINAL ABBREVIATED NEW ANIMAL DRUG APPLICATION 

ANADA 200-280 

Euthanasia-III Solution (Euthanasia Solution) 

For canine euthanasia only 

Euthanasia-III Solution (Euthanasia Solution) is for use in dogs for humane, 
painless, and rapid euthanasia. 

Sponsored by: 

Med-Pharmex, Inc. 



FREEDOM OF INl?ORMATION S-Y 

1. GENERAL INFORMATION: 

a. File Number: 

b. Sponsor: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indications: 
” 

n. Pioneer Product: 

ANADA 200-280 

Med-Pharmex, Inc. 
2727 Thompson Creek Rd. 
Pomona, CA 9 1767 

Drug Labeler Code: 05 1259- 186 1 

Pentobarbital sodium and phenytoin 
sodium 

Euthanasia-III Solution 

Solution 

100 mL Multiple-Dose Vial 

Rx 

Each mL contains: 390 mg pentobarbital 
sodium (barbituric acid derivative), 50 mg 
phenytoin sodium. 
Intravenous or intracardiac 

Dogs 

1 mL for each 10 pounds of body weight. 

Pentobarbital sodium - anesthetic 
Phenytoin sodium - anticonvulsant 

For use in dogs for humane, painless, and 
rapid euthanasia. 

BEUTHANASIA-D Special (Euthanasia 
Solution); pentobarbital sodium and 
phenytoin sodium; NADA 119-807; 
Schering-Plough Animal Health Corp. 
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2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENE,W: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the 
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an 
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic 
version of an approved new animal drug (pioneer product). New target animal safety and 
effectiveness data and human food safety data (other than tissue residue data) are not 
required for approval of an ANADA. 

Ordinarily, the ANADA Sponsor shows the generic product is bioequivalent to the 
pioneer, which has been shown to be safe and effective. If bioequivalence is 
demonstrated through a clinical endpoint study, then a tissue residue study to establish 
the withdrawal time for the generic product should also be conducted. For certain dosage 
forms, the agency will grant a waiver from the requirement of an in vivo bioequivalence 
study (55 FR 24645, June 18,199O; Fifth GADPTRA Poiis;y Letter; Bioequivaience 
Guideline, October 9,2002). 

Based on the formulation characteristics of the generic product, Med-Pharmex, Inc. was 
granted a waiver from the requirement of an in vivo bioequivaience study for the generic 
product Euthanasia-III (Euthanasia Soiution)(pentobarbital sodium and bhenytoin 
sodium). The generic product is administered as a nonsterile injectable solution, contains 
the same active ingredients in the same concentration and dosage form as the pioneer 
product, and contains no inactive ingredients that may significantly affect the absorption 
of the active ingredients. The pioneer product BEUTHANASIA-D (Euthanasia Solution) 
(pentobarbital sodium and phenytoin sodium), the subject of Schering-Piough Animal 
Health Corp.‘s, NADA 119-807, was approved on April 4, 1981. 

3. HUMANSAFETY: 

This drug is intended for use in dogs, which are non-food animals. Because this new 
animal drug is not intended for use in food-producing animals, data on human safety 
pertaining to drug residues in food were not required for approval of this ANADA. 

Human Warnings are provided on the product label as follows: “HUMAN WARNING 
Caution should be exercised to avoid contact of the drug with open wounds or accidental 
self-inflicted injections. Keep out of reach of children. If eye contact, flush eyes with 
water and seek medical attention. FOR DOGS ONLY.” 

4. AGENCY ~ONCL usI0Ns: 

This ANADA submitted under section 5 12(b)(2) of the Federal Food, Drug, and 
Cosmetic Act satisfies the requirements of section 5 12(n) of the Act and demonstrates 
that Euthanasia-III Solution (Euthanasia Solution), when used under its proposed 
conditions of use, is safe and effective for its labeled indications. 
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5. ATTACHMENTS: 

Facsimile generic labeling and currently approved pioneer~labeling are attached as 
follows: 

Generic Labeling for ANADA 200-280: 
Euthanasia-III Solution 

100 mL bottle label (will also be attached to white individual bottle carton) 
Package Insert 

Pioneer Labeling for NADA 119-807: 
BEUTHANASIA-D Special (Euthanasia Solution) 

100 mL bottle label 
Package insert 
Individual carton label 

cc: Courtesy copy for sponsor 
HFV- 199, ANADA 200-280 E-0004, T-0005, Orig. 
HFV- 1, Special Mailing List 
HFV-12, FOI Staff 
HFV- 104, Green Book 
HFV- 107, Reserve Copy 
HFV- 120, Labeling Project 
HFV-2 16, Surveillance Copy 

/HFV-230, Compliance Copy 
HFA-305, Division of Dockets Management 

AWeiss/slr, HFV- 104, 11/8/2004 

ec: CVM Records\ONADE\~OO28OYEOOO4foi.sum 
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Warning: For canine euthanasia only 
Must not be used for therapeutic purposes, 100 mL 

Mamktured by a non-sterilizing process. .- 
Do not use in animals intended for food. Multiple Dose Vial. 

Human Warning: Refer to package insert 
for important human risk information. 
Store between 15’ and WC (59’ and 86°F). 

E6%33ANASIA-III 
SOLUTION 

(Euthanasia Solution) 
FOR DOGS ONLY 

CAUTION: Federal law 
restricts this drug to use 
by or on the order of a 
licensed veterinarian. 

with state and local laws. to pnvcnl consumption 
of carcass material by scavenging wildlife. 

MED.PHARMEX INC. 
mmona, CA PI 7br 

Each mL contains: active inpwdienrs: 
390 mg pentobarbital sodium (barbituric 
acid derivative), 50 mg phenytoin 
sodium. Inactive ingredients: 10% ethyl 
alcohol, 18% propylene glycol, 
0.003688 mg rhodamine B, 2% benzyl 
alcohd (preservative). purified water q.s. 
Sodium hydrosidc and /or hydrochloric 
acid may be added to adjust pH. 
For Intravenous or Intracardiac Use. 
Read product information sheet 
carefully. 

ANAOASCUao.  
AF$WMdbyFOh See warnings on left panel. 

---. --- _-- 
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Warning: For canine euthanasia only Manufactured by a non-sterilizing process. _ 
Must not be used for therapeutic purposes. 100 mL Multiple Dose Vial. 
Do not use in animals intended for food. 
Human U*ming: Refer to package insert EUTHANASIA-III  

Each mL contains: uctive ingrediettfs: 
390,mg pentobarbital sodium (barbituric 

for important human risk information. 
Store between 15” and 30°C (59” and 86’F). 

SOLUTION acid derivative), 50 mg phenytoin 

(Euthanasia Solution) 
sodium. Inactive ingredients: 10% ethyl 

FOR DOGS ONLY 
alcohol, 18% propylene glycol, 
0.003688 mg rhodamine B, 2% benzyt 

CAUTION: Federal law 
restricts this drug to use 

alcohol (preservative), purified water q.s. 

ENVIRONMENTAL HAZARD: This product by OF on the order of a 
Sodium hydroxide and /or hydrochloric 

is toxic to wildlife. Birds and mammals feeding acid may be added to adjusi PH. 
on treated animals may be killed. Euthanized 

licensed veterinarian. For Intravenous or Intracardiac Use. 
MED.PHARMEX INC. 

with state and local laws. to prevent consumption pMnon*cA91767 
Read product information sheet 
carefully. 

2 

of carcass material by scavenging wildlife. ANAOAXO@SU See warnings on left panel, 
22 
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- - _ _ _ _ __ ._ __ _ _ _ - _ _ - _ - - -- _. ._ _ - _ -_-- 
Warning: For canine euthanasia only 
Must not be used for therapeutic purposes. 
Do not use in animals intended for food. 
Human Warning: Refer to package insert 
for important human risk information. 
Store between 15’ and 30°C (59’ and 86’F). 

with state and local laws. to pnvent consntnption 
of carcass material by scavenging wi8life. 

C III 100 mL 

EUTHANASIA-III  
SOLUTION 

(Euthanasia Solution) 
FOR DOGS ONLY 

CAUTION: Federal law 
restricts this drug to use 
by or on tbe order of a 
licensed veterinarian. 

MED.PHARMEX INC. pomona, CA wbb7. 
ANADA LSCW30. 
A@-zmd@,'FDA. 

- ._ - - - - 
Manufactured by a non-sterilizing process. - 
Multiple Dose Vial. 
Each mL contains: active ingrediettts: 
390 mg pentobarbital sodium (barbituric 
acid derivative), 50 m@;  pbenytoin 
sodium. ha&e ingredienfs: 10% ethyl 
alcohol, 18% propylene glycol, 
0.003688 mg rhodamine B. 2% benzyl 
alcohol (preservative), purified water q.s. 
Sodium hydroxide and /or hydrochloric 
acid may be added to adjust pH. 
For Intravenws or Intracardiac Use. 
Read product information sheet 
carefully. 
See warnings on left panel. 
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ANADA 200-280 

EUTHANASIA-III SOLUTION 
(EUTHANASIA SOLUTION) 

FOR DOGS ONLY 
CAUTION: Fsderal law fast&t8 this drug to use by or on the order of a licensed veterinarfan. 

DESCRIPRONz 
A  mm-steriia dudon contatntng pentobarWtal sodium and 
phmytoin sodturn as the aeWe ingredkenta Fthodarphe Et, a 
blulsh-redfluorescant +e, is fndudsd tn thefomuttatkft b help 
distinguish R from parented &ugs l&nded’for tharapautio use. 
Atlhough the 8dulhn is not sterb bemyl e&cW a baclerkxtat, 
is includsd to retard Ihe growih of mtaroorganisms. 

Each mL oartains: A&V  fngrsdiefrfs: S W  mg pentobaMai 
sodium (barbHurk acid derlvathm), 60 mg phsnytoirraodim, 
fnmthw &tgntd#mkz IQ% 8thyl akmhd, 18% pmpylem @yeoh 
O.OOZ868 mg rhodamina S, !2% bswy+ aktohol (prsaewaUv& 
purified water q.s. Sodium hydroxide an&r hydrc&bric add 
may ba addad to adjust pH. 

ACTIONS: 
EUTHANASIA-In SOLUTK?N wmtains two a&e ingredkwts 
whlctt are chsmica~ compatibh but phamiacdogkally different. 
Mach inmdii sots in such a manner so as to cause humane, 
patnlessand rapkt eutharwia. Euthanasia b due lo cerebral 
death in conjunction with resptratoty arrest and drcutatory 
collapse. Cerebral death occurs prior to Cessation ofcardiac 
actbii. 

rapkl anesthetlc actlcn. There is-a smooth and rapid onsat of 
unwnsckusnass. At the !+thal dose, them Is depresskm of vital 
madutlary respiratory and vasomotor centers. 

When administerad intravenously, phenytoln sodium pmduces 
toxk signs ol cardlwascutar &apse andlor central nervous 
system depression. Hvpotension occurs when the drug is 
admhmteredrapldly. 

PHAf iMACODYNAMlC ACTtVt lW 
The sequence d events leading to humane, psMes~ and raptd 
euthanasia follow!ng intmvwwa lnjsctbn of EUTHANASIA-II I  
8ck~tion &  similar to thatfottowing lrrtrsvencus tniactkm of 
wntobafbital sodium or other batMurk dsrtvatlvas. Wtthh 
bewnds, unccnsciwsness is induced wrih slmuttanaous collapse 
0t the dog. mb stage rapidly pooresses to deep anssthasia with 
concomitant reduction A  the bkod prassura. Afew swwds later, 
braathhg Stops, dua t0 depresJion of ths medullary WSPfmtOry 
canter; enoephalcrOIllphlc mth4ty tewmes isoektctrlc, hdrcatino 
cerebral death: and then cardiac aCWy ceases. 

Phenytdn sodium exerts b effect during the daap anesthesta 
staga caused by the pantobafbltal ecdkun. This tngcsdlent. due to 
its cardtotoxic propertias, hastens the stotjpage of elsatrloet 
activity tn the heart. 

HDICAWNS: 
For use in dogs for humane. painless and rapld euthanasia. 

WARNINO: 
For canine euthanasta cnty. Mus( I@ ba used for therapeutic 
purpcses. Do not use in animals htandedfor food 

HUMAN WARMNQ:  
caulicfl8houldbeewtcmedpoawldcontau~nledrugwith 
CpSilWOWldSW-rcll l-~&ll l j8CtlOW.KeepOUtd 
raach c4 childra~. I aya cc&@, ftuah ayas with water and seek 
msdkal attenlbn. 

PRECAUTIONS: 
Euthanaskmay acmatknas be delayadk dogs wkh aevera 
cfirdlac or cirdatofy d&ten&s. This may ba wpfained by the 
impsiredmovementorme~t~nssitsofaoUon.An 
oc4isional dog may etlcil reth3x responses manifestsd by motor 
movement: however. an unwnsdcus animal does not 
exfMenw pain, becsuse the cerebral cortex te not~tunctioning. 

When restrabu may cause ths dog paln, injury or anxi8ty~ 01 
danger to the person maktng the hj+ctkw, prior we of 
tranquN&ing or knmobtlizing drugs may be necwary. 

DOSAGE AND ADMINISTRA~ 
DosagazDogs:lmLfcreach10poundsofbodyWght 

htmvenous placekent oi the entlra doss shot& G&d. The 
used a luerW8yrings is recommended to tkevent 
accidmal apcsum tc ne8dle/syrhge 8aqaration. 

NOW SUFPUED: tathanasfa-m Soluticn is avaUabi8 h 100. 
ml. multip!+dose vtats. 

STORAGE: Stare balwsen Wand W C  (WF and 86°F). 

Med-Phamex, Inc. 
Pomfm, CA91767 
Oct0lw 2004. 
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NADA #I 19-807 

(EUTHANASIA SOLUTION) 
FORDOGSONLY 
CAUTION Federal law restricts this drug to use by or on the order of a licensed veterinarian. 
DESCRIPTION A nonsterile solution containing pentobarbital sodium and phenytoin sodium as 
the active ingredients. Rhodamine B, a bluish-red fluorescent dye, is included in the forrMation to 
help distinguish it from parenteral drugs intended for therapeutic use. Although the solution is not 
sterile, benzyl alcohol, a bacteriostat, is included to retard the growth of microorganisms 
Each ml contains: active ingredkrrts: 386 mg pentobarbitaf sodium (barb&k acid derivative), 
58 rng phenytoin sodium; inactive in~red&s: 16% ethyl alcohol, 18% propylene glycol, 0.003688 
mg rhodamine 6,296 benzyl alcohol (preservative), purified water qs. Sodium hydroxide and/or 
hydrochloric acid may be added to adjust pH. 

. 

ACTIONS BEUTHANASIA-D SPECIAL EUTHANASlA SOLUTION contains two active ingredients 
which are chemically compatible but pharmacologically different. Each ingredient acts in such a 
manner so as to cause humane, painless, and rapid euthanasia. Euthanasia is due to cerebral death 
in conjunction with respiratory arrest and circulatory collapse. Cerebral death occurs prior to ces- 
sation of cardiac activity. 
When administered intravenously, pentobarbital sodium produces rapid anesthetic action. There is - 
a smooth and rapid onset of unconsciousness. At the lethal dose, there is depression of vital 
medullaly respiratory and vasomotor centers. 
When administered intravenously, phenytoin sodium produces toxic signs of cardiovascular 
collapse and/or central nervous system depression. Hypotension occurs when the drug is admin- 
istered rapidly. 
Pfiarrnacodynamic Activity: The sequence of events leading to humane, painless, and 
rapid euthanasia following intravenous injection of BEUTHANASIA-U SPECIAL EUTHANASIA 
SOLUTION is similar to that following intravenous injection of pentobarbital sodium or other 
barbituric acid derivatives. Within seconds, unconsciousness is induced with simultaneous 
collapse of the dog. This stage rapidly progresses to deep anesthesia with concomitant reduction 
in the blood pressure. A few seconds later, breathing stops, due to depression of the medullary 
respiratory center; encephalographic activity becomes isoelectric, indicating cerebral death, and 
then cardiac activity ceases. 
Phenytoin sodium exerts its effect during the deep anesthesia stage caused by the pentobarbital 
sodium. This ingredient, due to its cardiotoxic properties, hastens the stoppage of electrical 
activity in the heart. iContinued on mverse s/de] 
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lNDlCATlDN$ For use in dogs for humane, painless, and rapid etianasia. . “’ ’ ’ 
WARNING For canine euthanasia only. Must not be used for tfterape.& pwrposes:, Do 
not use in animals intended for food. - 

ENVIRONMENTAL HAZARD: This product is toxic to witdlii.‘Dirds and mnmmef~ 
feeding,on treated animals m?y be killed. Eutbanized animals mustjbe properjy 
disposed of by deep burial, inane&on, or other method in compLiance W&I @ate. 
and local laws, to prey& cogtim@ion of ‘o&cassmaterial,by sca&&g w&flKe. : ..: ’ 

HUMAN WARNING Caution should be exercised to avoid contact of the drugwith open 
wounds or accidental setf-inflicted injections. .Keep out of reach of.,children. If eye 
contact, flush eyes witfi water and seekmedical attention. .; 
PRECAUTIONS ‘Euthanasia may sometinies be delayed in dogs with severe cardiac or cjrcol;a- 
tory deficiencies. This maybe explained by theimpaired movement of the drug to its site of action. 
An occasional dog may elicit reflex responses manifested by motor movement; howeverrsan 
unconscious animal does not experience pain&cause the cerebra-cortex is-not functieping: : 
When restraint may cause the dog pain, injury, or anxiety, or danger to the person making -the 
injection, prior use,of tranquilizing orimmobili&g drugs maybe necessary. 
DOSAGE AN0 ADMINISTRATION 
Dosage: Dogs, 1 ml for each 10 pounds of body weight. 
Administration: intravenous injection is preferred. lntmcardiac injection may be made-when 
intravenous injection is impractical, as in a very small dog or in a comatose dog with impaired 
vascular functions. Good injection skill is necessary for intracardiac injection. ,’ 
The calculated dose should be given in a single belus k#ction. 
For intravenous injection, a needle of sufficient gauge to ensure intravenous placement of the 
entire dose should be used. The use of a Luer-Lok@ syringe is recommended to prevent accidentaJ 
exposure due to needle/syringe separation. 
HOW SUPPLIED BEUTHANASIA-D SPECIAL EUTHANASIA SOLUTION ,is available in 166ml 
multipledose vials, NDC 66614473-05. 
Manufactured by a nonsterilizing process. 
STORAGE Store between 15” and 30°C (59“ and 86aF). 

Made in Canada. 
.9&e&g-Plough Animal Health Corp., Union, NJ 07083 

Copyright 0 1992,1995 1999,2003, Schering-Rough Animal Health Corp. All rights reserved. 
F$$ a registered trademark of l%cton,.Dickinson and Company. 

flev.2/03 B-26609518 




